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IPBS / NBN
Standards / Requirements

NBN
Standard NBN protocol / consent template
Standard operating procedures template
Standard MTA template

Site-Specific
“Standardized” NBN protocol / consent
“Standardized” operating procedures (SOPs)
“Standardized” MTA
IPBS protocol review



Site-Specific IPBS / NBN
Informatics Requirements

Track screening/eligibility (optional)
Track IPBS registrations/accruals

Consents
PHI at local site

Clinical data
Clinical CDEs
Records of biospecimen collection 
Longitudinal follow-up



Site-Specific IPBS / NBN
Informatics Requirements, II

Specimen Tracking
Specimen CDEs

Exact location and amount
Processing/handling (chronological)
Status (reserved/published to NBN)

Shipments sent/received
Laboratory
Responsible contact
Dates / times



Site-Specific IPBS / NBN
Informatics Requirements, III

Analysis tools
Laboratory specific
General
Pathology focus
Bioinformatics focus

Results bank
Index by gene, protein, patient
Curated





Interface to NBN:
Privacy and Security Issues

Remove HIPAA Protected Health Information
Dataset specific case identifiers
Relative dates
Maintain linking file at local site



Interoperability Modules
IPBS / NBN Requirements

Searchable specimen catalog
Protocol tracking

Accruals
Progress

Biospecimen tracking
Distributions

Results bank
Submissions / updates
Searches





Agenda
8:20am – 8:30am

IPBS / NBN Informatics Needs and Vision

8:30am – 9:00am 
Interoperability Standards, NBN and caBIG

John Speakman, MSKCC
Mark Adams, Booz Allen Hamilton
Sharon Settneck, SAIC

9:00am – 10:00am
Informatics System Presentations



Informatics System 
Presentations 

Overview

Paul Fearn
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Informatics System 
Presentations

Overview
Understand systems
Identify expertise / resources
Consider systems relative to IPBS / NBN scope

12 minutes to present
3 minutes Q & A
Alphabetical order



Memorial Sloan-Kettering 
Cancer Center

Paul Fearn, Caisis
John Speakman, CRDB



Caisis Overview
www.caisis.org

Project Goals
CDEs
Design
Project History
Version 2.2
CaisisDB
Version 3.0
Next Steps



Caisis Project Goals

Integrate research with clinical practice
Reduce user bias built into system
Integrate disciplines / departments
Facilitate inter-institutional collaboration

Open source development
Open source license



CDEs

A chronological patient history composed A chronological patient history composed 
of common data elements (of common data elements (CDEsCDEs) for ) for 
clinical practice and researchclinical practice and research

Prostate Cancer
Common Data Elements



Prostate Cancer
Common Data Elements*

Patient’s demographics: MRN, DOB, Ethnicity, Family Hx.
All relevant biochemical markers
All physical exam (DRE) results
AJCC/UICC Clinical Tumor Stage by physician
All relevant biopsies with pathologic findings
All relevant diagnostic imaging studies and findings
All relevant radiation therapy
All relevant surgical procedures with pathologic findings
All relevant medical therapy and concomitant meds
All quality of life assessments (urinary/sexual/bowel function)
Vital status by date

*Cancer Location, Volume, Aggressiveness and Treatments over time.



Caisis Data Entry Design
Integrated, chronological CDEs
Less interpretation/calculation

Selecting baseline values
Calculating outcomes, progression

Partial dates (mm/yyyy) and fuzzy values (<)
Data quality
Notes / comments
Justify blank fields 

unknown, not available
not interpretable, not obtainable

Full auditing
Record locking by users



Vocabulary Control Design
0° of freedom

Check box, radio buttons, 
Select box

1° of freedom
Combo box, fixed list

2° of freedom
Combo box, fixed list
Review new items

3° of freedom
Combo box, fixed list
User can add new items

4° of freedom
Combo box
List items from table

5° of freedom
Text box



Caisis Project History
Microsoft Access

1999 ProstateDB 1.0
2000 PRDB / Prostabase
2003 ProstateDB 1.2 (10 institutions) 

ColdFusion / SQL Server
2002 Valhalla 1.0 – 1.1
2003 Valhalla 1.2 (3 institutions)

Microsoft.NET
2004 Caisis 2.0 – 2.2

Integrated prostate, bladder, kidney, testis data
Billing/EMR compliant clinic forms

2005 Caisis 3.0 under development



Caisis, Version 2.0 – 2.2



Caisis Clinical Templates
Collect structured data for research
Billing / clinical documentation
Populated
HPI algorithms
Data feeds from institutional systems

Labs
Demographics
Appointments



CaisisDB Data Export Control Panel



CaisisDB Data Export Output



CaisisDB
Longitudinal Follow-Up



Caisis, Version 3.0

Electronic forms for physicians
Protocol tracking



Caisis Operative Details Form



Caisis Operative Details, II



Caisis Operative Details Note



Caisis Protocol Schema Items



Caisis Schema Item Scheduling



Caisis Protocol Calendar



Caisis Protocol Visit Checklist



Next Steps for Caisis

Data model improvements
Meta-data fields
Procedures section
caBIG compatibility

Specimen tracking (UW/FHCRC)
Better distinguish clinical and research data
Electronic clinic forms (for physicians)
“Intelligent” data entry
Automated longitudinal follow-up



MSKCC Patient Web Forms

Quality of life questionnaires
IPSS / IIEF
Longitudinal follow-up
Medications
Allergies
Comorbidities

PMH
PSH
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Partnerships
Working Groups

Mark Rubin, Dana Farber
Paul Fearn, MSKCC

12:45pm to 1:15pm



Inter-SPORE Partnerships

Purpose
Reduce duplication of effort
Reduce complexity of integration

Vocabulary
Fields
Interfaces

Isolate organizational culture effects
Reduce development costs

Information systems focus



Informatics Partnerships
Existing

MSKCC and UW/FH
UM and DF
PCCTC

Potential
Who?
Why?
Next steps?



IPBS / NBN Use Cases

Paul Fearn, MSKCC

1:15pm to 1:45pm



Use Case 1…
Prospective IPBS, New Patient

Upload IRB documents, SOPs, MTA
Check eligibility
Enter clinical CDEs
Enter specimen CDEs
De-Identify CDEs and transmit to NBN
Ship specimens to central lab

Attach MTA
Receive specimens at central lab
Process specimens at central lab

Enter specimen CDEs
Ship specimens to SPORE sites



Use Case 1
Prospective IPBS, New Patient

Receive specimens at SPORE site
Download specimen CDEs

Process and analyze specimens
Enter specimen CDEs
Enter analysis results

Upload analysis results
Analyze compiled results

Download clinical and specimen CDEs
Download analysis results from results bank



Use Case 2…
Prospective IPBS, New Specimen

Enter new clinical CDEs
Enter new specimen CDEs
Ship specimens to central lab

Attach MTA
Receive specimens at central lab
Process specimens at central lab

Enter specimen CDEs
Ship specimens to SPORE sites



Use Case 2
Prospective IPBS, New Patient

Receive specimens at SPORE site
Download specimen CDEs

Process and analyze specimens
Enter specimen CDEs
Enter analysis results

Upload analysis results



Use Case 3…
Retrospective IPBS

Search the catalog of available specimens
200 RP and 200 XRT
5 years longitudinal follow-up

Select specimens to request
Request specimens (min 50 per site)
Review and approve requests at each site
Check for complete CDEs
Ship samples



Use Case 3
Retrospective IPBS

Receive specimens
Enter specimen CDEs

Process and analyze specimens
Enter specimen CDEs
Enter analysis results

Upload analysis results
Download compiled assay results
Analyze and publish compiled results



Use Case 4
NBN Retrospective Project

Search NBN pilot specimen catalog
Select items to request
Save session
Resume session
Request specimens

Submit project description
Review request (Governance)
Approve or deny request
Check for CDEs
Ship approved specimens



Use Case 5
New Prospective Protocol

Search published clinical CDEs on specimen 
catalog
Save search criteria by user
Submit prospective study proposal

Research question and methods
Indicate preferred institutions
Indicate required resources

Review proposal (Governance)
Approve or reject proposal



Use Case 6
Publishing Specimens to NBN

Log onto NBN web site
Indicate which sample to publish
Authorize publishing of available samples

Terms of use
Include banked but not generally available?

Enter CDEs
Minimal clinical CDEs
Minimal specimen CDEs

Upload IRB consent, MTA, SOP if new
Change status of published specimens



Path Forward

Mark Rubin, Dana Farber
Paul Fearn, MSKCC



Next Steps

Features / modules
Specimen tracking
Queries / reports / dataset production

Standards / caBIG
CDEs / data dictionaries / vocabularies
Legal, IRB, documentation
Ownership
Privacy / security
Results data



Action Items & Timeline

Specific action items
Estimate of timeline
Dependencies
“Bottlenecks”
Test cases



Discussion starters

Data sharing project – report on series
Real points of project connection with caBIG


